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Study description

Research sample

Sampling strategy

Data collection

Timing

Data exclusions

Non-participation

Source data for this study was gathered from public repositories; ClinicalTrials.gov study registration data from the Aggregate Analysis of

ClincalTrials.gov (AACT) database (https://aact.ctti-clinicaltrials.org/) and publications from the PubMed database of biomedical literature (https://
pubmed.ncbi.nlm.nih.gov/). Data on our final study and paper samples, which supports our main results, is available in a public Github repository at https://
github.com/bradyemer/Sex-gender-in-COVID-19-trials (doi: https://doi.org/10.5281/zenodo.4772598)

Quantitative study investigating the attention to sex and gender in COVID-19 clinical trials registered on ClinicalTrials.gov or published
on PubMed

The clinical study sample was drawn from the ClinicalTrials.gov repository, which has been converted into a publicly available
relational database (AACT, updated daily) by the Clinical Trials Transformation Initiative.

The sample consists of all COVID-19 trials registered on ClinicalTrials.gov between Jan 1, 2020 and Jan 26 2021, it should be broadly
representative of all COVID-19 research, though likely with a US bias.

The sample of published trials consists of peer-reviewed articles listed on the PubMed repository reporting the results of Drug RCT
trials on COVID-19 published on/before December 15, 2020.

The trial titles, conditions, brief summaries, detailed descriptions and outcomes measures were searched for COVID-19 related terms
(this was an iterative process where new terms were added as appropriate). All trials with a keyword match in the title or conditions
were accepted as a COVID-19 trial without further review (98% of final sample). Studies with a COVID-19 term in a primary outcome
were also included. After that we required studies to have a COVID-19 term in the non-primary outcomes AND the brief summary or
in the brief summary AND detailed description to ensure COVID-19 was a main focus of the study.

Candidates for studies considering sex/gender as an analytical variable, other sex/gender mentions (matching/reporting/
representation) or considering sex/gender upon recruitment were selected by a text search (from a list of predetermined keywords
related to sex and gender) of the titles, brief summaries, detailed descriptions, eligibility criteria, outcomes measures, design groups
and interventions data fields of those studies that indicated all sexes were eligible for participation. We also identified the coded the
statistical analysis plans (in pdf form) that 76 studies (open to all sexes) had provided and manually coded these too.

To identify the Pubmed data we searched the PubMed database on December 15, 2020 for publications on SARS-CoV-2/COVID-19
trials using the search strategy for COVID-19 provided by the Canadian Agency for Drugs and Technologies in Health (CADTH)
[https://covid.cadth.ca/literature-searching-tools/cadth-covid-19-search-strings/#covid-19-medline] and the RCT search filter of the
Scottish Intercollegiate Guideline Network (SIGN) [https://www.sign.ac.uk/assets/search-filters-randomised-controlled-trials.docx],
resulting in 957 unique article records.

Data were collected from two public repositories; the AACT relational database of ClinicalTrials.gov clinical study registrations and the
PubMed database of biomedical literature. E.B collected all available data from the AACT database for study registrations uploaded
to ClinicalTrials.gov, or starting, during the period Jan 1, 2020 to Jan 26, 2021. This source data was collected using R and saved as csv
files. J.P.A searched PubMed for papers reporting results of COVID-19 randomized control trials using the CADTH COVID-19 search
strategy and the SIGN RCT search filter. The results were saved in a Excel file. Both E.B and J.P.A were not blind to the study
hypothesis during data collection.

Trial data were initially gathered in a Dec 4 2020 query of the AACT cloud database, updated again on Jan 15 2021 (before coding for
sex/gender) and finally in a Jan 26th 2021 query. Pubmed data were collected on Dec 15, 2020.

5 obvious duplicates, 82 'Withdrawn studies and 5 'No Longer available' were removed from our COVID-19 sample. Only studies
starting on/after Jan 1 2020 or, if no start date available, first submitted to ClinicalTrials.gov on/after Jan 1 2020 were included in our
sample.

901 publications that were not reports of randomized control trials and a further 11 RCT papers that did not focus on
pharmacological interventions were excluded from the paper sample.
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